NRC FORM 483 g U S. NUCLEAR REGULATORY COMMISSION ‘APPROVED BY OMB: NO. 3150-0038
; : "ESTMATEDB(RDENPB!RESPONSETOCOMPLYWFFHTH!S
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VAUDATED

4 ENTMLED TO RECHVE THE BYPRODUCT 'MATERIAL.
.J] COMMENTS REGARDING BURDEN ESTMATE TO TH

" section 31.11 of 10 CFR 31 ‘establishes'a “general license authonzrng physrcrans cltmcal laboratones hosprtals»and .
n Vetennary medicine to’ possess certain small quantrt»es of byprodud material for m vitro ‘clinical or laboratory ‘tests riot involving the internal or extema| o
administration of the byproduct matefiai or the radiation therefrom to "human berngs or animals. Possessoon of byproduct material under 10 CFR 31, A1, isnot} -
“7+ Yauthorized until the physician, 'linical laboratory, Hospital, of veteriarian in the practroe of vetennary medrcme has filed NRC Form 483 and received from the] .

2 Comrmssronavalndated copy of NRC Form483wrtharegrstrat|on number ‘ _ , DR ,

1 NAME AND ADDRESS OF APPLICANT (Ses Instrucbon38 below) T 2 ‘APPLICATION (Checkoneboxonfy)

~ ‘__REGISTRATION CERTlFICATE ~=in-vitro TEST!NG 1 - RECTRATION 1 MO M, SIS A ol o e

N E

u__ |1 he fi istration number to 10 CFR 31, Secti
M.D.LABS  [NE. [ e e Secr
07%?/@ RovTe . 73 /\/0,677/ A Myselfadulylrcensedphysrcranalmormedtodlspersedrugsm :
pA D@ /\/ : - - the practice of medicine. .. -. - :
/774 & '5'44 ‘. o ngjg *] YdB.  The above-named ciinical laboratory. -
DL ~ Zﬁ* /4190 - D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: _ I B ~ ... . 4. REGISTRATION .
- A Submitthtsform induphcateto Cel »\ .,- ’ . - DR ; "'5REZGISTRATIONVNUMBERE_;v_rr‘f_;
, Medical, Academrc and COmmercraI Use ' V
Safety Branch (6 H3) . 8488

Division of Industrial and Medml Nuclear Safety - -
Office of Nuclear Material Safety and Safeguards e
U.S. Nuclear Regulatory Commrssron e ,

Washmgton DC 20555-0001 :

CLEAR REGULATORY CO TISSIO

(At NRC a reglstratlon number WI|I be assrgned and a valldated wpy
of NRC Form 483 will be returned.) . .

arolyn Bdy

'B. Inthe box above, print or type the'name,'address (including zP Feb ruary 21 1996
.~ Code), and telephone number of the registrant physician, clinical (If this an initial registration, loave this SP8°° blank — pumber to be
* faboratory, hospital, or veterinarian in the practice of vetennary assigned by NRC. If this is a change of information from a PNWOUS’Y

‘medicine for whom or for which this registration form is filed. registered general ficenss, include your registration number.) _

18 lf place of use is different from address listed above, give complete address:

G CERTIFICATION = .- : . .

i hereby certify that:
A AR nformahon in this regrstratlon certifi cate is true and oomptete

. B. The registrant has appropriate radiation measunng instruments to carry out the tests for whrch byproduot matenal wil be used under the general
" heense of 10 CFR 3111, The tests will be performed only by personnel competent in the use of the instruments and in the handlrng of the
byproductmatenals o o ) N “ - e . oo .

) 'C. 1 understand that Commlsslon regulatnons requrre that any ehange in the mformabon fumrshed by a reg:sbant on thrs regnstratron cerhﬁcate be
. reported to the Drrector of Nuclear Matenal Safety and Safeguards within 30 days from the efrectrve date of such change . . ..

b | have read and understand the provisions of Section 31 A1°of NRC regulations 10 CFR 31 (repnnted on the reverse snde of thls I’orm) and I
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses, uses,
or transfers under the general license for which this’ Registration Cerhﬁcate rs ﬁled ‘with t?e u.s. Nuclear R§ulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPLlCANT ..~ | DATE

WEIRIZL Aren B il

NING: FALSE. STATEMENTS IN THIS. CERTIFICATE MAY:BE" SUBJECTuI'O CIVIL. AND/OR. CRlMINAL
NALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE “COMPLETE AND |

giN UNITED STATES ASTO ANY MATTER WITHIN lTS JURISDICTION e s e

. NRC FORM 483 (3-83)

CCURATE IN ALL MATERIAL RESPECTS. “18'U;S.C, SECTION 1001 MAKES 1T A CRIMINAL OFFENSE TO|. )




‘ : N P

‘ L couomous AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 .

§ 3111 General Ticense for use of byproduct matenals for certain in .
vmocllnieel or labomory testing. on R

{a) A general Ilcense is hereby issued to’ ony physvcaan vetennanan
_in the practice of veterinary ‘medicine, clinical laborstory or hospital to

. receive, acquire, ppssess transfer or use, for any of the following stated
- tests, in accordancbﬂlth the provisions of paragraphs (b), (c}, (d), (e),
and (f) of this section the followmg byproduct matenals in prepack-
aged units: |
T _lodine-125, in units not exceeding 10 mlcrocunes each for use

- in in vitro clinical or laboratory tests not involving internal or external
- . administration of byproduct material, or the raduatlon therefrom to
. human beings or animals. -~ - -
~ (2} lodine-131, In units not exceeding 10 mu:rocunes each for yse™,
in In vitro clinical or laboratory tests not involving internal or external
" administration of byproduct. material, or the. radiation therefrom, ..
to human beings or animals, =~ ¢ o . g

(3) Carbon-14, in units not exceedmg 10 microeunes each for use e
in in vitro clinical or laboratory tests not involving internal or extemal
“administration of “byproduct material, or the radiation therefrorn; .
o human beings or animals, -~ -~ e e

{4) Hydrogen 3 (tritium), in . units not exceedmg 50 microcuries .
- each for use in in vitro clinical or. Iaboratory tests not involving internal __
. or external administration of byproduct material, or the radiation
| therefram, to human beings or animals,

! (5) Iron 59, in units not exceeding 20 microcuries each for use in in
vitro clinical or laboratory tests not Involving internal or. external
admlmstratlon of byproduct material, or the radxatnon therefrom, to
human beings or animals,

B (-] Selenium-75, in units not exceedlng 10 mlcrocunes each for use
. in in vitro clinical or laboratory tests not mvolvung internal or external
admmistratxon of byproduct material, or the radiation therefrom
to human beings or animals. - ~ o

{7) Mock lodine-125 reference or calibratnon sources, in umts not L
exceeding 0.05 microcurie of |odme-129 and ' 0.005 mncrocune of’

" americium-241 each for use in in vitro cllnpcal or Iaboratory tests not
_involving internal or externsl administration of byproduct matenal or
" the radlation therefrom, to human beings or animals LT

(b} A person shall not receive, acquire, possess, use or transfer
byproduct material”under the general license established by paragraph’
{a} of this section unless that person:

{1) Has filed NRC Farm 483, "Registration Cemfrcate—ln Vntro
'Testmg with Byproduct Material Under General License,” with the
Director of Nuclear Material Safety and Safeguards u.s. Nucl&er
Regulatory Commission, Washington, D.C. 20555, and received from
. the Commission a validated copy of NRC Form 483 with regnstmtron
" number assigned; or

(2} Has a license that authorizes the med]cal use of byproduct
" material that was jssued under Part 35 of th;s chapter Co -

(c) A person who receives, acquires, possesses or uses byproduct
material pursuant to the general license established by paragraph (a) of
this section shall comply with the following: .
© (1) The general licensee shall not possess at any one time, pursuant
to the general license in paragraph (a) of this section, at any one loca-~
.tion of storage or use, a total amount of fodine 125, iodine 131,

__selenmm?S‘deorimnSBmmofmmr IR A

© section as required by § 20.301 of this chapter,

"~ specific license issued by an Agreement State that authosizes manufac- - :

P L. - . P . Loy

- i s, -

(2). The general licensee shall store the byproduct material, unt Ii
used,mtheonwmlshlppmgmormampmwdlm :
equivaient radiation protection, ' ° :

{3) The general licensee M“usethebvpmdu:tmial only for i
the uses authorized by paragraph {a) of this section. o cd

{4) The general licemeednnnotuusierthebypmdnumerhl
except by transfer t0 a person authorized 10 recef it by a I

byproduct material in anymotherthmmthem\qm\ed Iabeled

i
;
. pursuant 10 this chapter or from an Agreement State} nor transfer the ;

shlppmgcontamerasrecewedl‘mmthesuppﬁer - s ‘

{5} The general licensee shall dispose of the Mock ' Iodme-125 ! :
reference or calibration sources described in paragraph (a)ﬂ) of this

.

{d) The general hcensee shdl not reoewe acqu-e posses or use
byproduct material pursuant to paragraph (a) of this section: | " . i
(1) Except as prepad(apd units which are labeled. in awordance :
with. the provisions of(a s)ecrﬁc license issued under the pmwsrons of
§ 32.71 of this chapter or in accordance with the provisions of a

ture and distribution of iodine-125, jodine-131; carbon-14, hydrogen-3 H
{tritium), selenium-75, iron59 or Mock lodine-125 for distribution to
persons generally licensed by the Agreement State, :

(2) Unless the foliowing statement, or a subaanmlly similar
statement which contains the information called for in the foliowing
statement, appears on a label affixed to each prepackmd unit or
appears in a leafiet or brochure which accompanies the ‘package:2

Th:srad»oactwenmendmaybemoeued acquired, pomed and
used only by physicians, veterinarians in the pmcnoe of vetennary ;
medicine, clinical laboratories or hospitals and only for in vitro chmcal - !
or laboratory tests not involving internal or external administration o A !

13

the material or the radiation themfmm to bhuman bemgs or ammal:.\/ i

.Its receipt, acquisition, possession, use, and transfer are mbyect to the

regulations and a general license of the U.S. Nuclear Regrlatory Com-
mission or of a State with which the Commission hm entemd into an
agreemem for the exercm of regulatory autbomy

IS TV

i:

_Name of manufacturer ', ..

{e) The registrant possessing or using byproduct matersials under the
general license of paragraph (a) of this section shall report in writing to

-the Director of Nuclear Matenal Safety and Safegmrds any changes

in the information furnished by him in the “Registration Certificate—In *
Vitro Testing with Byproduct Material Under General License,”” NRC
Form 483. The report shall be furnished within 30 days after the

_effective date of such change 3

(f) Any person using bypmduct matend pursuant 10 the general
license of paragraph (a) of this section is exernpt from the requirements
of Parts 19, 20 and 21 of this chapter with respect to byproduct
materials covered by that general license, except that such persons
using the Mock lodine-125 described in paragraph (a)(7) of this sectnon
shall comply with the pmvrsnns of § 20.301, 20.402 and 20.403 of
this chapter . IR P

el
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1

'Atomic Energy Act of 1954, as amended .

; NOTES = B L .
1A State to wh:ch certain regulatory authorlty over radaoactwe material has been transferred by fonnal ageanent pursuant to section 274 of the

AL
2Matenal generally hcensed under thns section pnor to January 19 1975 may bear labels authonzed by. the reg:la-ons in effect on January 1,

N N AN

1975, "¢

as required by § 31 dife)z -

R

;. A new triplicate set of this Fiegrstratlon Cert;fncate NRC Form 483 may be used 1o report any chmof mformanon fumrshed by a mgrstran k \

!
If larger quantmes or other forms of bvproduct matenal than those s)ecnﬁed in the general heense of 10 CFR 31. 1‘I are reqmrad an "Appll:a-\/
tion for Byproduct Material License,” NRC Fonn 313 should be filed to obtam a specific byproduct material license, Copies of appiication and
" registration forms may be obtained from the Medrcal Academic and Commerc.al Use Safety Branch (6H3)‘ Division of Induanal and ‘Medical Nuclear f
‘Safety, United States Nuclear Regulatory Commission, Washington, DC 20555.  ~ '




